"/fA'i?, T^.K^:-^^ FAX 972 3 6127575 G. E. EHRLICH 0in9i 

18/12 03 mi 09:13 FAX 872 4 «5U1U« fLUUSitJi ^ tLu SJIV 




IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

In re Applicfliicm of: § 

§ 

MERCHAV SHOSHANA ET AL. § 

s 

SeilaJNo.: 09/890,401 § 

§ 

Piled: 07/3 1/2001 § Group Art Unit: 1651 

§ 

For METHOD AKD APPARATUS FOR § 
MAINTENANCE AND EXPANSION § 

§ 
§ 
§ 

§ Attomey 
§ Docket 01/22310 
Examiner NAFF, DAVID M § 

CaminissiOQer for Patent; 
P.O. Box 1450 
Alexandria, VA 223 1 3 



DECLARATION OF DSL SHAI MERETZKl UNDER 37 CFR 1,132 

I have received my Ph.D. degree from the Technion Israel Institute of 
Technology and I am presently employed as CTO uf Pluhstem Life Systenis 

Inc- 

My research focuses on hemotopoietic stem cell ejqiansioo. Since the 
beginning of my career and I have presented my achievem^its at many 
intentational scientific canfexences. 

1 am a co-inventor of the subject matter claimed in the 
above-referenced U.S. patent applicaiian. 

I have read the Official actions issued with respect to the above- 
identified appUcatitm. 
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In this Official action, the Examiner has rejected claims 1-20 and 5 1-70 
under US C. § 103 as being unpatentable am Naughton et al. in view of 
Sussman et aL and Stephanopoulos et al. 

The Appoidix section enclosed herewith, which presents recent results 
obtained in our ]ab» illustrates that expansion of undifferentiated 
hematopoietic stem cells and prageoitor cells reqmres high deosHy 3-D stroma 
celts culture which can be exclusivety adiieved in a growth system containing 
medium flow and not in static culturing conditions in whidi the material 
transit is based on diffusion and are described in the referenced prior-art. 

These results conclusively demonstrate the advantagies of the present 
invention over prior art culturing methods, thereby providing evidence that the 
lejeciions of claims 1-20 and 5 1-70 under U.S.C. § 103 are unfounded. 

I hmby declare that all statements made herein of my own knowledge 
arc true and that all statements made on infbnnatiQn and belief are bdieved to 
be true; and further that these Statements were made with the knowledge that 
willful &l$e statements and the hke so made are punishaible by fine or 
imprisonment, or both, under Section 1001 of Title 18 of the United States 
Code and diat sudi willfiil felse statements may jeopardize the validity of the 
application or any patent issued thereon. 
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SHAI MERgTZia. Ph.D. 



Personal Information 

- Date/town of birth: 1969, March 17th, Haifa, Israel. 

- Married; three children. 

- Resident address: 38 Raul Wallenberg St Israel. 
^ Tel: 04-8347174, 050-277781 

- E-mail: nri_shal@netvislon.net.il 

- Israeli citizenship 



Education 

1999-2002 Ph.D. in Biotechnology 

Technion-Israel Institute of Technology, Haife, Israel. 
Research was performed at the Haemopoiesis Unit, Rappaport Faculty 
of Medicine, under the supervision of Dr. Avinoam Kaduri &. Prof. Dov 
Zipory from the Weizman Institute of Science, Rehovot, Israel and Dr. 
Shosh Merchav from the Technion. 

Ph.D. Project: "Stationary padced bed bioreactor for propagation of 
transplantable human haemopotetic stem cells". 
Graduation grade - 94. 

1996-1999 M.Sc. The Interdepartmental Program In Biotechnology 
Technion, Haifa, Israel. 

1992-1996 B.SC. The Department of Chemical Engineering 
Technion, Haifa, Israel. 

1992-1996 B.SC. The Department of Biology 
Technion, Haifa, Israel 

1981-1987 High School - TTie Hebrew Reali School, Haifa, Israel 



Employment 

2003 cro - Pluristem Ufe System 

MATAM Advanced Technology Park, Halfti, Israel 

2001-2002 Biological and chemical m> - Polyheal Ltd. 
Nesher, Israel. 

1997-2001 Instructor - medical students Cell Biology and Hematology 
Rappaport Faculty of Medicine, Haifa, Israel 

1995-1996 The Department of Chemical Engineering - Technion 
HalfB, Israel 
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Military Service 

1987-1991 I.D.F. armed forces Officer 
MilitBry rank: captain 



Publicatioiis: 

- Meretzki S, Kadouri A, Zipori D, Merchav S- (1998). "Maintenance and 
Expansion of Human Cord Blood Primitive Progenitor on Murine Stromal Cell 
Line/' Acta Hematologica 100:20 (At^s), 

- Patent: "Method and Apparatus for Maintenance and Expansion of 
Hemopoietic Stem Cells and/or Progenitor Cells". Publication no: WO 
00/46349, August 2000. 

- Meretzki S, Kadouri A, Merchav S. (2001). "Effect of Three Dimensional 
Stromal Cell Cultures on the Expansion of Transplantable Human 
Hematopoietic Stem Cells." ISHAGE 2001:41 (Abs), 

- Meretzki S, BroyI A, Lapidot T, Merchav S. "Comparative Studies of the Effect 
of Various Stromal Cells on the Maintenance/Expansion of Human Cord Blood 
^m Cells." (In press). 

- Meretzki S, Kadouri A, l-apidot T, SlMan-Drachsler I, Frolov L, Merchav S. 
"Effect of Stroma Based Bloreactor on the Expansion of Transplantable Human 
Hematopoietic Stem Cells." (In press). 

- Meretzki S, Kadouri A, Zipori D, Frolov L, Merchav S. (2003). "The Use of 3D 
Stromal Cell Cultures for the Propagation of Human Hennatopoletic Stem Cells 
(HSC) ASH 2003:3119 (Abs). 



Scholarship 

1996-2002 Technion Scholarship 
2001 Gutwirth Scholarship 

2001 Technion Scholarship for presentation at 2001 ISAGE meeting 

International Society for Hematotherapy and Graft Engineering 
Quebec, Canada 

1998 Gutwirth Scholarship 

1998 Technion Scholarship for presentation 

Molecular Biology of Hematopolesis Convention 
Bormeo, Italy 



